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Remarks 

Claims I -3 1 are presented for the Examiner's review and consideration. Applicant 
believes the accompanying remarks herein serve to clarity the present invention and are 
independent of patentability. 



Priority 

The Office Action states that Applicant has not complied with one or more conditions for 
receiving the benefit of an earlier filing date under 35 U.S.C. §112. The Office Action 
additionally states that Examiner agrees with Applicant with respect to the claimed August 28, 
2001 effective filing date. In light of the latter, and since no further grounds for non-compliance 
were raised in the instant Office Action, Applicant will assume it is in compliance with §1 12. If 
the facts are otherwise, Applicant respectfully requests further clarification. 

35 U.S.C. § 102(e) Rejection - McDowell 

Claims 1-31 were rejected under 35 U.S.C. § 102(e) as being anticipated by McDowell 
(6,171,340) ("McDowell"). For reasons set forth below, Applicant respectfully submits that this 
rejection be withdrawn. 

McDowell relates to the repair of articulating joints by forming a gap between at least 
part of the articulating surfaces of two bones in the joint. (Col. 2, In. 66 - Col . 3 In. 3). The cells 
are protected during growth, typically by shields and/or spacers. (Id). ..the shield is a curved 
trough shaped to extend along at least a portion of the articulating surface of a first bone of the 
joint. (Col. 3, Ins. 14-16). A spacer can be located on a second bone opposite the trough, with the 
spacer head fitting within the groove. (Col. 3, Ins. 19-21). 

Thus, McDowell does not show a plurality of separate implant portions interconnectable 
and affixable together to form a unitary implant, where the separate implant portions are 
affixable to the joint. McDowell further does not show an implant replacing the lateral and 
medial condyles, as well as the trochlear groove. Further, McDowell does not show making an 
incision having a width less than a width of the implant, and sequentially passing portions o f the 
implant through the incision. 
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In contrast, in the present invention, it is believed that it may be desired to have the 
incision 114 be smaller than the implants even though the implants must move through the 
incision. (f[0165j). The visoelastic nature of the body tissue and mobility of the incision 114 
enables the implants to be larger than the incision and still move through the incision. (Id). 
In order to enable surgery on a knee portion 76 of a patient's leg 70 to be conducted through an 
incision 1 14 of relatively small size, the implant may advantageously be formed in two or more 
portions (Fig 40). fl[[0360]). 

In the embodiment of the invention illustrated in Fig. 40, the femoral component 290 of 
an implant is formed as two separate portions 572 and 574. flf[0364]). The portion 572 of the 
implant 290 is moved through the incision 1 14 into engagement with the distal end portion 124 
of the femur 126. (Id). Thereafter, the portion 574 of the implant 290 is moved through the 
incision 1 14 into engagement with the distal end portion 124 of the femur 126. (Id). After the two 
portions 572 and 574 of the femoral component 290 of the implant have been positioned in 
abutting engagement with the femur 126, the two portions of the implant are interconnected at a 
joint 576 between the two portions of the implant. (Id). 

With respect to claim 1, the rejection states that McDowell discloses a modular joint 
comprising a plurality of separate implant portions (10,32). However, reference items 10 and 32 
represent two implants for different types of joints, not a unitary implant as is claimed in 
Applicant's invention. Specifically, with reference to the figures of McDowell, item 10 is a 
shield implanted opposite the glenoid of scapula 24, and item 32 is another form of the 
McDowell disclosure for hinge joints, where shield 32 has trough 34 with spacer head receiving 
groove 36. (Col. 4, Ins. 43-45). They are not disclosed or suggested as operating together to form 
a unitary implant, as claimed in the present invention. 

The rejection further states that items 10 and 32 are interconnectable at 45, 47. Initially, 
the disclosure does not suggest or teach connecting the separate embodiments 10 and 32. Further, 
as stated in McDowell: Preferably, troughs 34, 35 are interconnected, for example, an anterior 
bridge and posterior bridge 47 positioned between the troughs to preserve their proper alignment 
within the joint. (Col. 56, Ins. 11-14). If desired, additional interconnections such as a medial 
bridge 45 may also be used to preserve the alignment of the troughs within the joint. (Id). 
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Accordingly, items 45 and 47 are not disclosed or suggested to be interconnectabk and 
affixable, but rather are shown and described only as an optional, fixed connection, or not present 
at all. The part 32 of McDowell, apparently fabricated together with the bridges, presents a 
singular unitary object, and not a plurality of separate implant portions interconnectable and 
affixable. 

As claims 2-12 depend from claim 1, these dependent claims necessarily include all the 
elements of their base claim. Accordingly, Applicant respectfully submits that the dependent 
claims are allowable over McDowell for the same reasons. 

The arguments made above apply equally to the rejection of independent claim 13; 
however, while claim 13 does not contain the word interconnectable, the arguments remain the 
same for the term affixable. 

As claims 14-20 depend from claim 13, these dependent claims necessarily include all the 
elements of their base claim. Accordingly, Applicant respectfully submits that the dependent 
claims are allowable over McDowell for the same reasons. 

With respect to independent claim 21, the rejection states that Fig. 2 of McDowell shows 
a modular joint implant comprising first and second implant portions bondable together to form a 
unitaiy implant and affixable to a femoral joint member of a knee joint. Fig. 2, however, does not 
show an implant for a knee joint, but rather an implant for a ball and socket joint, such as a hip, 
or shoulder. Further, McDowell does not disclose first and second portions bondable or affixable 
together to form a unitary implant anywhere within the reference, and particularly not with 
respect to Fig. 2, 

The rejection further states that Fig. 6 of McDowell shows the affixed together implant 
portions forming an articulating surface that includes a section replacing lateral condyle, medial 
condyle, and a trochlear groove of a femur. Applicant submits that the embodiment shown in 
Fig. 6 of McDowell does not disclose two portions bondable together, but rather a unitary 
structure interconnected by bridges. Moreover, the trochlear groove is undefined and or occluded 
in the embodiment shown in Fig. 6. 
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Remaining claims 22-3 1 were rejected as method steps which would have been inherently 
carried out in the operation of the device. Applicant submits, however, that the rejection fails to 
account for differences between the method claims and the apparatus claims. 

For example, with respect to claim 22, among other recitations, is the recitation that the 
implant portions are positioned sequentially on the prepared joint member. As described above, 
McDowell does not provide a plurality of implant portions, and does not provide portions which 
are either interconnectable or affixable. In addition, McDowell does not suggest or teach 
sequentially positioning a plurality of separate implant portions. 

As claims 23-28 depend from claim 22, these dependent claims necessarily include all the 
elements of their base claim. Accordingly, Applicant respectfully submits that the dependent 
claims are allowable over McDowell for the same reasons. 

Claim 29 contains, in addition to elements discussed above, the steps of making at least 
one incision having a width less than a width of the modular joint implant, and sequentially 
passing the implant portions through the incision. McDowell fails to suggest or teach either of 
these claimed elements. 

As claims 30-3 1 depend from claim 29, these dependent claims necessarily include all the 
elements of their base claim. Accordingly, Applicant respectfully submits that the dependent 
claims are allowable over McDowell for the same reasons. 

35 U.S.C. $ 102(e) Rejection - Eng h 

Claims 1-31 were rejected under 35 U.S.C. §1 02(e) as being anticipated by Engh et al. 
(6,482,209) ("Engh"). For reasons set forth below, Applicant respectfully submits that this 
rejection be withdrawn. 

Applicant submits herewith an Affidavit of Prior Invention pursuant to 37 C.F.R. § 1 . 1 3 1 , 
which establishes by factual evidence that Applicant invented the subject matter of the present 
invention before the effective date of Engh. 
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Accordingly, Applicant respectfully requests that the rejection under section 102(e) as to 
Engh be withdrawn. 

In light of the foregoing, Applicant requests reconsideration and withdrawal of the §102 
rejections. 

Request for Withdrawal of Finality 

Should Applicants arguments be deemed not persuasive with respect to the §1 02 
rejections, Applicant requests that the finality of the prior Office Action be withdrawn, in foil 
consideration of the facts and arguments outlined above. 



In light of the foregoing remarks, this application is now in condition for allowance and 
early passage of this case to issue is respectfully requested. 

If any questions remain regarding this amendment or the application in general a 
telephone call to the undersigned would be appreciated since this should expedite the prosecution 
of the application for all concerned. 

No Fee is believed to be due. However, please charge any other required fee (or credit 
overpayments) to the Deposit Account of the undersigned, Account No. 503410 
(Docket No, 780-A03-012A). 



Customer Number: 33771 

FLE1T KAIN GIBBONS GUTMAN BONG1NI & BIANCO P.L. 

21355 East Dixie Highway, Suite 1 15 

Miami, Florida 33 1 80 

Tel: 305-830-2600; Fax: 305-830-2605 

e-mail: pbianco@focusonip.com 



Conclusion 



Respectfully submitted, 




Paul D. Bianco, Reg. #43,500 
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